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DETAILED ACTION 

Receipt Of Request for Continued Examination and the Amendments filed on February 
5, 2004 is acknowledged. Claims 1-20 are pending in this application. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Savastano et al (5,681,584) by itself or in view of Faour et al (6,004,582). 

Savastano et al teach a controlled release drug delivery device. The device 
contains a drug core, a delay jacket, a semi-permeable membrane, an additional drug 
layer that is placed between the delay jacket and semi-permeable membrane. Note 
claim 21 . The additional drug layer may be the same or different from the drug 
contained within the core. Savastano teaches the placement of the additional drug 
layer to be dependent on the desired release rate. For instance, for immediate release 
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the additional drug layer is placed over the enteric coat or under the enteric coat for 
release in the upper Gl tract. The reference teaches the placement of the additional 
drug layer between the delay jacket and the semipermeable membrane if an intermittent 
release is desired. Lastly, Savastano states that alternate active layers may be added. 
See column 12, lines 5-40. On column 9, lines 18-31, Savastano states that the 
composition of the delay jacket should be tailored the type of core utilized, the 
membrane utilized, etc. Thus, if a MOCOS (mono-compartmental system) core is used, 
the delay jacket is unnecessary since the MOCOS core contain excipients that induce 
the release of the active through the release orifice or membrane pores. The active 
agents that are taught to be suitable are various proteins and peptides (col. 6, lines 33- 
65). The semi-permeable membrane is made of cellulose acetate (example 4). 

Savastano does not specify the concentration of the actives in the respective 
layers. The reference does not teach recited drug in claim 6. 

Faour et al teach a multi-layered osmotic device wherein the device contains a 
drug core and external drug layer. Faour teaches the core drug may vary in amount of 
0.1-99.9% according to the particular active used and the intended use of the device 
(col. 9, lines 28-36). The external coat drug contains from 0.1-99% varying according to 
the characteristics and properties of the particular drug, dose, desired effect, and 
intended use of device (col. 6, lines 42-54). Lastly, Faour teaches pseudoephedrine 
(examples) and instant actives (antihistamine, decongestants, sympathomimetics, 
antidepressants, etc.) on column 14. 
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It is deemed obvious to one of ordinary skill in the art at the time the invention 
was made to look to the teachings of Savastano et al and manipulate the concentration 
of the actives in the individual layers since these are variable parameters. One would be 
motivated to do so depending on the desired intended application of the osmotic device, 
the dose required for the treatment of the disease or symptoms, and the properties of 
the individual drug employed. Further, it is deemed obvious to a skilled artisan to utilize 
a particular drug depending on the physiological condition being treated. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Savastano et al and Faour et al and 
manipulate the concentration of the active contained in the device to obtain the desired 
effect. One would be motivated to do so depending on various parameters such as the 
identity and physical properties of the each drug employed, the dosage of drug 
employed, the desired effect of said drug, the intended application of osmotic device, 
and the physiological condition to be treated as taught by Faour et al. Further, one 
would expect similar results since Savastano and Faour are in the same filed of 
endeavor, i.e. the pharmaceutical art particularly pertaining to controlled release 
devices. Therefore, it is prima facie obvious to manipulate parameters encompassed by 
the prior art, given the ample guidance provided by the art. 

Response to Arguments 

Applicant argues that Savastano does not disclose or suggest a system without 
the delay jacket. 
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Applicant's arguments have been fully considered but they are not persuasive. 
As set forth above, the examiner points out that Savastano et al do in fact suggest the 
absence of a delay jacket on column 9, lines 18-25. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Savastano et al (5,681,584) in view of Weinstein et al (6,051,585). 

The teachings of Savastano et al have been set forth above. Savastano teaches 
an array of drugs that are suitable for the invention. 

Savastano et al do not specify the first active being pseudoephedrine and the 
second active being loratidine. 

Weinstein teaches a single composition containing a decongestant 
(pseudoephedrine) and antihistamine (loratidine) to treat rhinitis. Note example 1. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the teachings of Savastano et al and Weinstein et al 
and employ the instant combination therapy in Savastano's osmotic device. One would 
be motivated to do so since Weinstein teaches loratidine and pseudoephedrine provides 
relief and treatment for rhinitis. Furthermore, one would expect similar results since 
Savastano teaches the use of different active agents in different layers. Lastly, it is 
deemed an obvious modification to utilize different drugs in different layers since this is 
dependent on the intended use of the device. 

Claims 1-5, 7-16, and 18-19 are rejected under 35 U.S.C, 103(a) as being 
unpatentable over Faour et al (6,491,949). 
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Faour et al disclose a an osmotic device containing an drug core (7), a semi- 
permeable membrane surrounding core (6), a second drug layer (4), and a semi- 
permeable layer surrounding layer (3) (Note figure). The device may optionally contain 
third drug layer. See column 4, lines 35-54. The semi-permeable membrane is 
preferably made of a cellulose ester (cellulose acetate-butyrate) (col. 7, lines 23-27). 
The individual drug containing layers may contain from 0.1-99.9% of active (col. 9, lines 
33-35). Suitable active agents for the invention are taught on column 13 to column 17. 
These actives include antihistamines, decongestants (chlorophenramine, loratidine, and 
asemtizole), and insulin. The device may contain the same or different active agents. 
Faour et al state that the release rate of the active agent is dependent on several 
factors such as the 1 ) composition of the osmotic device 2) the solubility of the actives 
3) the disposition of the passageways of the semipermeable membrane 4) the presence 
or absence of additional membranes on the first osmotic device and second osmotic 
device 5) the presence or absence of expandable polymers in the core. See column 5, 
lines 18-35. 

Faour et al do not exemplify the recited greater concentration of the outer drug 
layer than the inner core or the recited limitation of "directly adjacent of the core 
portion." 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to look to the guidance provided by Faour et al and manipulate the 
conditions encompassed by the prior art. One would be motivated to manipulate the 
concentration of the active in the respective layers since Faour et al teach the active in 
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each layer be individually varied depending on the identity and physical properties of the 
each drug employed, the dosage of drug employed, the desired effect of said drug, the 
intended application of osmotic device, and the physiological condition to be treated. 

Furthermore, one would be motivated to remove a semipermeable membrane 
between the first and second osmotic device with reasonable expectation of success 
since Faour teaches the manipulation of the release rate of the active agent by the 
presence or absence of membranes. Therefore, depending on the desired release 
profile, one would be motivated to add or remove a membrane or coating. Lastly, it is 
pointed out that claim 7 functions as a dual osmotic device with a third active layer and 
Faour et al teaches a dual osmotic system with an optional third active layer. Therefore, 
the rearrangement of parts within the teaching of the prior art is deemed an obvious 
variable parameter since the prior art provides the motivation to do so. 

Response to Arguments 

Applicant argues that the amendment "directly adjacent to the core portion" 
overcomes the prior art since Faour et al do not teach or suggest a system of the 
present claims. 

Applicant's arguments have been fully considered but they are not persuasive. 
As set forth above in the rejection above, Faour et al clearly teaches manipulating the 
release rate of the active agent by the addition or absence of a membrane or coat on 
the second or first osmotic device. It is the examiner's position that the prior art is 
suggestive of the removal of the membrane to yield a desired effect. Thus, the 
applicant's modification in the removal of Faour's membrane is within the scope of the 
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Faour. Secondly, the examiner points out that although applicant claims that the instant 
invention is not a dual osmotic device, claim 7 encompasses a dual osmotic device 
since the claims recite two semipermeable membranes. 

Claims 6, 17, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Faour et al (6,491,949) in view of Hamel et al (4,801,461). 

The teachings of Faour et al have been set forth above. Faour et al teaches the 
use of decongestants and sympathomimetic drugs such as ephedrine (col. 14, lines 54- 
44). 

Faour does not teach the use of pseudoephedrine. 

Hamel teaches instant drug is a sympathomimetic amine and is used for relief of 
symptoms associated with the common cold (col. 1 , lines 20-47). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate pseudoephedrine into Faour et al's device since 
Hamel teaches the use of instant drug to relieve cold symptoms. One would be 
motivated to do so with the expectation of similar results since Hamel teaches the 
instant drug is a sympathomimetic amine and Faour teaches the suitability of 
sympathomimetic drugs in the device. 

In regards to the combination therapy, it is deemed obvious to one of ordinary 
skill to choose drugs according to the symptoms to be treated. 



Response to Arguments 

Applicant argues the merits of Faour et al, which have been addressed above. 
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Claims 1 and 3-5 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Faour et al (6,248,359). 

Faour et al teach a multi-tablet system containing oxybutynin as the active agent. 
The system contains a first tablet containing oxybutynin in a first concentration ranging 
from 0.1-99% and a second tablet containing oxybutynin in a second concentration 
ranging from 0.1-99%, wherein the respective tablet can release in a different location, 
i.e. upper Gl tract versus lower Gl tract. See column 1 , lines 52-60 and column 3, lines 
1-60. The dosage device may be formulated into pressed tablets, layered tablets, 
osmotic devices, etc. See column 5, lines 48-50 and examples. The system may be 
administered in a unit does comprising a first tablet and a second tablet or a single unit 
dose comprising both formulations in one dose. See column 7, lines 60-67. Generally 
the core of formulation A-l contain the first tablet with a concentration of 0.1 -5mg of the 
active and the second tablet with a concentration of 2.5-25mg of the active. Faour 
states that the concentration ranged of the active agent will vary according to the active 
agent and the intended use of the osmotic device. See column 11, lines 8-19. For 
instance, Formulation G is a device with a rapid release layer containing 0.5mg of the 
active and in the inner core contains 2mg of the active. When the controlled release 
device is an osmotic device, the device is coated with a semipermeable membrane 
made of common materials known in the art such as cellulose acetate. See column 10, 
lines 45-55. The two tablets formulations are combined and coated with the suitable 
material, i.e. a semipermeable membrane for an osmotic device. See column 15, lines 
34-55. 
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Faour et al does not exemplify all embodiments of the osmotic device, i.e. the 
instant concentration of the outer layer containing a higher concentration than the core. 

It is deemed obvious to one of ordinary skill in that art to look to the guidance 
provided by Faour et al and manipulate the conditions encompassed by the prior art 
since Faour teaches that the concentration ranges vary according to the active agent 
and the intended use of the device. Therefore, a skilled artisan would manipulate the 
concentration depending on the desired effect of the device, the active agent employed, 
the therapeutic dosage. Further, Faour' s range of the first tablet containing 0.1-5 mg of 
the active and the second tablet containing 2.5-25 mg of the active would implicitly fall 
within the instant range. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharmila S. Gollamudi whose telephone number is 571- 
242-0614. The examiner can normally be reached on M-F (8:00-5:00) with every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





